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Washington, D.C. 20231 



Sir: 

RESPONSE TO FINAL OFFICE ACTION 

Introductory Comments 

In response to the Official Action, mailed on December 30, 2002, Applicants respectfully 
request that the above identified application be reconsidered in view of the amendments 
and remarks included herewith. 

. _ _ _ _. _ — Amendments to the Claims ----- 

Amendments to the Claims are presented in the pages submitted herewith. Claims 1 , 27 
and 28 are currently amended. Claims 2 and 3 have been canceled. 



Support for the amendments to Claims 1, 27 and 28 to point out that at least one particle 
stabilizer is originally present in the aqueous solution, the drug/organic mixture or both 
the aqueous solution and the drug/organic mixture is supported by Claim 2 as originally 
filed. Support for the amendments to Claims 1, 27 and 28 stating that the stabilizer 
covers the drug particles as the organic solvent is evaporated is supported by the 
specification at page 7 lines 23-24. No new matter is presented with the above 
amendments. 



Remarks 



Applicants would like to thank the Examiner for the recent interview regarding the 
present application. 
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Response to the Rejections under 35 USC 103 

The Examiner rejected Claims 1-28 under 35 USC 103(a) as being unpatentable over US 
Patent 5,985,248 to Gordon. Amended Claims 1, 27 and 28 recite, in part, the step of 
spraying a drug/organic mixture into an aqueous solution, wherein at least one particle 
stabilizer is originally present in the aqueous solution, the drug/organic mixture or both 
the aqueous solution and the drug/organic mixture, and wherein the drug/organic mixture 
is sprayed at or below the liquid level of the aqueous solution. Gordon does not teach or 
suggest spraying the drug/organic mixture into an aqueous solution at or below the liquid 
level of the aqueous solution. 

In the Official Action of December 30, 2002, the Examiner invited Applicants to point 
out the significance of spraying below the liquid level of the aqueous solution. As 
discussed during the recent interview and as described in the specification of the present 
application on page 7 lines 23-24, spraying below the liquid level of the aqueous solution 
permits evaporation of the solvent while the water remains behind, such that the 
stabilizers remain solvated by the water even as the organic solvent is evaporated. As 
described on page 2 lines 7-8 of the specification, solvation of the stabilizer is necessary 
for it to be able to prevent growth of the drug particles. The resulting product has a 
relatively small particle size. 

By contrast, in Gordon, spraying into vapor causes the water to evaporate together with 
the organic solvent. As a result, the water is not left behind to solvate the stabilizer, so 
the stabilizer will not be as effective at inhibiting particle growth. As a result, the 
particle size of the product produced by the Gordon process would be larger than that 
using the process of the present application. The amendments presented in this response 
are for the purpose of clarifying this distinction over Gordon. 

Conclusion 



Based on the foregoing amendments and remarks, Applicants respectfully request 
reconsideration of the application. 



Respectfully submitted, 
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